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BY FACSIMILE/CONFIWTION COPY BY FIRST CLASS MAIL

George Q- Mills, M.D.
Center for Biologics Evaluation and Research
Food and Drug Administration
1401 RockviI1e Pike, Room 200N
Rcdwille, Marykand 20852

Re: Drafi “Guidance For IndUs@: JJ=lop~g Medic~ hm@w Drugs d
Piokw .Cs” (Docket No. 98D-0785]

Dear Dr. Mills:

In its initial comments on the above refmenced guidance, the Council on
Radionuclides and Radiopharmaceuticds (CORAR) undertook to submit to FDA a
proposed decision tree relating to the degree of clinical and other information that should
be provided to an independent, blinded reader. The proposed decision tree is enclosed.
We are also sending you a copy by ele~onic mail. Please cdl if you have any questions
about the decision tree.

Alan Kirschenbaum

AMWdmb

. Jane A. &elrad (by facsimile)
- Rebecca A. Devine, Ph.D. (by facsimile)

q$D.ol;3 Patricia Y- Love, M.D. (by facsimile)
Dockets Management Branch



Blinded Read Decision Tree

I Select DesiredIndication

Structure Delineation

Functional,Physiological,or Biochemical
Diseaseor PathologyDetectionor Assessment
Diagnosticor TherqxmticPatientManagement

I

Modified Fully Blinded Read:
● Basic Imaging Protocol
● Anatomical Orientation and Detail

I

ImageContains
Insutlkient Anatcunieal
Information About Region
of Body Eking Presented
And A Fully Or Modified
Blinded Read DoesNot
Add Value to Image::::mcien:\ ~pme.t;AnatomicalInformationto Allow ImageContainsInsufficientAnatomical

Reader to Romgmze Regionof Body Infolmatlon About Region of Body Being

1 Interpretation

Fully Blinded Read:
. No Clinical Information
● No Technicai Information
● Applicable For Standardized Imaging

- Well Defined Setup
- Evaluation of Anatomy 1

Fully Informed Blinded Read:
o Anatomical Orientation

● Image Protocol I
Q All Data Prospectively Designed in Protocol
● Blinded To Truth

I
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Fully Informed Blinded Read:
● Anatomical Orientation
● Image Protocol
c All Data Prospectively Designed in Protocol
● Blinded To Truth

+ Fully Informed Blinded Read Results JncIuded h Package insert
SponsorCanElect To Rely
Solely On Fully Blinded R~d
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rosengm@p/,1 ytt~xproduc(sinc. comMridulika Vkmani, Ph.D.
Food and Drug Administration
Division of Reproductive, Abdominal, Ear, Nose

And Throat and Radiological Devices
9200 Corporate Blvd. - HFZ 470
Rockville, MD 20850

Dear Dr. Vkmani:

As per our conversation of May 12, 1999, you have requested the following information
from Playtex Products, Inc.:

The brand names of all tampons we currently sell.
The 51O(k) numbers for all currently sold tampons.
The identity of fiber and fiber blends we use in currently sold tampons.
Do we sell only to retail customers, or do we contract manufacture?
What is the location of our current manufacturing site(s) for tampons?

The following information is being provided in response to your request for information.
Playtex Products, Inc. sells tampons retail under the following brand names:

. Playtex Gentle Glide Deodorant Tampons K964269.

. Playtex Gentle Glide Non-Deodorant Tampons K912002.

. Playtex Gentle Glide Odor Absorbing Tampons K980478.
● Playtex Gentle Glide SlimFits Deodorant Tampons K961870.
. Playtex Gentle Glide SlimFits Non-Deodorant Tampons K961870.
. Playtex Gentle Glide Multi-Pack Deodorant Tampons K941196.
. Playtex Gentle Glide Multi-Pack Non-Deodorant Tampons K941196.
. Playtex Portables Regular and Super Deodorant Tampons K881057
. Playtex Portables Regular and Super Non-Deodorant Tampons K881057
. Playtex Portables Super Plus Deodorant Tampons K891297.
. Playtex Portables Super Plus Non-Deodorant Tampons K891297.
. Playtex Silk Glide Deodorant Tampons K950928.
. Playtex Silk Glide Non-Deodorant Tampons K950928.
. Playtex Silk Glide Odor Absorbing Tampons K981760.



Mridulika Virmani, Ph.D. Page Two May 19, 1999

Playtex Products, Inc. does serve as the contract manufacturer for a number of private
Iabel brands. These products arecovered under the Silk Glide 510(k)s listed above
respectively.

Playtex tampons aremanufactured at: Playtex Products, Inc.
50 North Dupont Highway
P O Box 7016
Dover, Delaware 19903-1516.

We hope this information is helpful. Please let me know if I can be of any further
assistance.

Sincerely,

‘h/lark Rosengarten

cc Dr. Irwin Butensky - Playtex Products, Inc.
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Thepages in this f.msimile transmission are for the sde use of the individual and mrity to Whom they are addressed.
They may ccmain inf~ation that is privilege4 confidential and exempt from disclosure under applicablelaw. If you
are not the intended recipient or the employee or agent rcspmsi%le for delivering this trammxs- sion to tie intended
recipient be aware tit any dklosure, dupIicalion, distribution, tiview or use of the contants of this mmsmission is
strktIy prohibited- E you have received this -$mi=ion in error,pl-~ notifi* fi i~~~@U by~11~ ~1 w
we may arrange to retrievethis transmissionat no cost to YOU.
Tel. No-: (202) 737-5600 Fax No.: (202) 737-9329

FROM: Alan M. Kimchenbawn DATE: May21, 1999

TO: George Q. Mills FAX NO.: 301-827-2801

cc: Patricia Y. Love, M.D. 301-480-6036
Rebecca A- Devine, Ph.D. 301-827-04-40
Jane A. Axelmtd 301-594-6197
Dockets Management Bmnch 301-827-6870
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